
43425Federal Register / Vol. 69, No. 138 / Tuesday, July 20, 2004 / Notices 

outlined above. Include a 12-month 
timeline and budget. 

Personnel and Management Plan (35 
points) 

Provide a description and history of 
the organization, including personnel. 
Include their experience, education, 
skills and qualifications. If sub-
contractors are proposed, provide 
information to support their 
qualifications and experience as well. 

Document recent successful 
experience in managing similar or 
related work that is comparable, 
especially work performed in Botswana 
that demonstrates capacity for achieving 
the above objective. 

Understanding of the Problem and 
Statement of Work (25 points) 

Provide a detailed and comprehensive 
statement of the problem, scope and 
purpose of the project to demonstrate 
complete understanding of the intent 
and requirements of the agreement and 
potential problems, which may be 
encountered. 

V.2. Review and Selection Process 

Applications will be reviewed for 
completeness by the Procurement and 
Grants Office (PGO) staff, and for 
responsiveness by NCHSTP. Incomplete 
applications and applications that are 
non-responsive to the eligibility criteria 
will not advance through the review 
process. Applicants will be notified that 
their application did not meet 
submission requirements. 

An objective review panel will 
evaluate complete and responsive 
applications according to the criteria 
listed in the ‘‘V.1. Criteria’’ section 
above. 

V.3. Anticipated Announcement and 
Award Date 

September 1, 2004. 

VI. Award Administration Information 

VI.1. Award Notices

Successful applicants will receive a 
Notice of Grant Award (NGA) from the 
CDC Procurement and Grants Office. 
The NGA shall be the only binding, 
authorizing document between the 
recipient and CDC. The NGA will be 
signed by an authorized Grants 
Management Officer, and mailed to the 
recipient fiscal officer identified in the 
application. 

Unsuccessful applicants will receive 
notification of the results of the 
application review by mail. 

VI.2. Administrative and National 
Policy Requirements 

45 CFR Part 74 and Part 92

For more information on the Code of 
Federal Regulations, see the National 
Archives and Records Administration at 
the following Internet address: http://
www.access.gpo.gov/nara/cfr/cfr-table-
search.html.

The following additional 
requirements apply to this project: 
• AR–1—Human Subjects 

Requirements 
• AR–6—Patient Care 
• AR–10—Smoke-Free Workplace 

Requirements 
• AR–12—Lobbying Restrictions 
• AR–15—Proof of Non-Profit Status 
• AR–21—Small, Minority, and 

Women-Owned Business 
• AR–22—Research Integrity 
• AR–23—States and Faith-Based 

Organizations 
• AR–25—Release and Sharing of Data 

Additional information on these 
requirements can be found on the CDC 
Web site at the following Internet 
address: http://www.cdc.gov/od/pgo/
funding/ARs.htm.

VI.3. Reporting Requirements 

You must provide CDC with an 
original, plus two hard copies of the 
following reports: 

1. Interim progress report, no less 
than 90 days before the end of the 
budget period. The progress report will 
serve as your non-competing 
continuation application, and must 
contain the following elements: 

a. Current Budget Period Activities 
Objectives. 

b. Current Budget Period Financial 
Progress. 

c. New Budget Period Program 
Proposed Activity Objectives. 

d. Budget. 
e. Additional Requested Information. 
f. Measures of Effectiveness. 
2. Financial status report, no more 

than 90 days after the end of the budget 
period. 

3. Final financial and performance 
reports, no more than 90 days after the 
end of the project period. 

These reports must be mailed to the 
Grants Management or Contract 
Specialist listed in the ‘‘Agency 
Contacts’’ section of this announcement. 

Additionally, the awardee shall 
submit quarterly progress reports to 
BOTUSA/MOH covering both technical 
and financial aspects of the task order. 
Following receipt of the report, a 
meeting shall be held between the 
contractor and BOTUSA (MOH will be 
in attendance) to discuss progress. 

VII. Agency Contacts 
For general questions about this 

announcement, contact: 
Technical Information Management 

Section, CDC Procurement and Grants 
Office, 2920 Brandywine Road, Atlanta, 
GA 30341, telephone: 770–488–2700. 

For program technical assistance, 
contact: Thierry Roels, Project Officer, 
c/o American Embassy, Plot 5348 
Dithakore Way, Extension 12, Gaborone, 
Botswana, telephone: 011 267 390 1696, 
e-mail: tbr6@cdc.gov.

For financial, grants management, or 
budget assistance, contact: Shirley 
Wynn, Grants Management Specialist, 
CDC Procurement and Grants Office, 
2920 Brandywine Road, Atlanta, GA 
30341, telephone: 770/488–1515, e-mail: 
Zbx6@cdc.gov.

Dated: July 14, 2004. 
William P. Nichols, 
Acting Director, Procurement and Grants 
Office, Centers for Disease Control and 
Prevention.
[FR Doc. 04–16412 Filed 7–19–04; 8:45 am] 
BILLING CODE 4163–18–P

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2004N–0286]

Withdrawal of Six Guidances on the 
Clinical Evaluation or Requirements 
for Approval of Certain Classes of 
Drugs

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice; withdrawal.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
withdrawal of six guidances on the 
clinical evaluation or the requirements 
for approval of radiopharmaceuticals, 
antacids, antidiarrheals, laxatives, 
gastric secretory depressants, and drugs 
to treat superficial bladder cancer. The 
guidances are being withdrawn because 
they are out of date and of little use to 
the drug industry. The agency has 
developed other guidances and/or 
resources to assist the industry in 
obtaining information on the clinical 
evaluation and the requirements for 
approval of these classes of drugs.
DATES: General comments on agency 
guidance documents are welcome at any 
time.
ADDRESSES: Submit written comments 
to the Division of Dockets Management 
(HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
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electronic comments to http://
www.fda.gov/dockets/ecomments. See 
the SUPPLEMENTARY INFORMATION section 
for electronic access to agency guidance 
documents.
FOR FURTHER INFORMATION CONTACT: 
Maria R. Walsh, Center for Drug 
Evaluation and Research (HFD–103), 
Food and Drug Administration, 5600 
Fishers Lane, Rockville, MD 20857, 
301–827–3139.
SUPPLEMENTARY INFORMATION:

I. Withdrawal of Guidances
FDA is announcing the withdrawal of 

the following six guidances because 
they are out of date.

1. Clinical Evaluation of Antidiarrheal 
Drugs—September 1977

2. Clinical Evaluation of Gastric 
Secretory Depressant (GSD) Drugs—
September 1977

3. Clinical Evaluation of Antacid 
Drugs—April 1978

4. Clinical Evaluation of Laxative 
Drugs—April 1978

For information on the topics 
addressed by the preceding four 
guidances, contact the Division of 
Gastrointestinal and Coagulation Drug 
Products (HFD–180) in the Center for 
Drug Evaluation and Research (CDER).

5. Clinical Evaluation of 
Radiopharmaceutical Drugs—October 
1981

In the Federal Register of June 22, 
2004 (69 FR 34683), the agency 
announced the availability of three 
guidances for industry on ‘‘Developing 
Medical Imaging Drug and Biological 
Products.’’ For additional information 
on developing therapeutic 
radiopharmaceuticals, contact the 
Division of Medical Imaging and 
Radiopharmaceutical Drug Products 
(HFD–160), CDER.

6. FDA Requirements for Approval for 
Drugs to Treat Superficial Bladder 
Cancer—June 1989

For information on the topic 
addressed by the preceding guidance, 
contact the Division of Reproductive 
and Urologic Drug Products (HFD–580), 
CDER.

II. Comments
Interested persons may submit written 

or electronic comments to the Division 
of Dockets Management (see 
ADDRESSES). Two copies of any 
comments are to be submitted, except 
that individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments are available for public 
examination in the Division of Dockets 
Management between 9 a.m. and 4 p.m., 
Monday through Friday.

III. Electronic Access

Persons with access to the Internet 
may obtain CDER guidance documents 
at http://www.fda.gov/cder/guidance/
index.htm.

Dated: July 13, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04–16477 Filed 7–19–04; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF HOMELAND 
SECURITY 

Federal Emergency Management 
Agency 

[FEMA–1528–DR] 

Arkansas; Amendment No. 1 to Notice 
of a Major Disaster Declaration

AGENCY: Federal Emergency 
Management Agency, Emergency 
Preparedness and Response Directorate, 
Department of Homeland Security.

ACTION: Notice.

SUMMARY: This notice amends the notice 
of a major disaster for the State of 
Arkansas (FEMA–1528–DR), dated June 
30, 2004, and related determinations.

EFFECTIVE DATE: July 9, 2004.

FOR FURTHER INFORMATION CONTACT: 
Magda Ruiz, Recovery Division, Federal 
Emergency Management Agency, 
Washington, DC 20472, (202) 646–2705.

SUPPLEMENTARY INFORMATION: Notice is 
hereby given that the incident period for 
this disaster is closed effective July 9, 
2004.

(The following Catalog of Federal Domestic 
Assistance Numbers (CFDA) are to be used 
for reporting and drawing funds: 97.030, 
Community Disaster Loans; 97.031, Cora 
Brown Fund Program; 97.032, Crisis 
Counseling; 97.033, Disaster Legal Services 
Program; 97.034, Disaster Unemployment 
Assistance (DUA); 97.046, Fire Management 
Assistance; 97.048, Individual and 
Household Housing; 97.049, Individual and 
Household Disaster Housing Operations; 
97.050 Individual and Household Program—
Other Needs, 97.036, Public Assistance 
Grants; 97.039, Hazard Mitigation Grant 
Program.)

Michael D. Brown, 
Under Secretary, Emergency Preparedness 
and Response, Department of Homeland 
Security.
[FR Doc. 04–16407 Filed 7–19–04; 8:45 am] 
BILLING CODE 9110–10–M

DEPARTMENT OF HOMELAND 
SECURITY 

Federal Emergency Management 
Agency 

[FEMA–1525–DR] 

Virginia; Amendment No. 3 to Notice of 
a Major Disaster Declaration

AGENCY: Federal Emergency 
Management Agency, Emergency 
Preparedness and Response Directorate, 
Department of Homeland Security.

ACTION: Notice.

SUMMARY: This notice amends the notice 
of a major disaster declaration for the 
Commonwealth of Virginia (FEMA–
1525–DR), dated June 15, 2004, and 
related determinations.

EFFECTIVE DATE: July 13, 2004.

FOR FURTHER INFORMATION CONTACT: 
Magda Ruiz, Recovery Division, Federal 
Emergency Management Agency, 
Washington, DC 20472, (202) 646–2705.

SUPPLEMENTARY INFORMATION: The notice 
of a major disaster declaration for the 
Commonwealth of Virginia is hereby 
amended to include the following areas 
among those areas determined to have 
been adversely affected by the 
catastrophe declared a major disaster by 
the President in his declaration of June 
15, 2004:

All counties and independent cities in the 
Commonwealth of Virginia are eligible to 
apply for assistance under the Hazard 
Mitigation Grant Program.

(The following Catalog of Federal Domestic 
Assistance Numbers (CFDA) are to be used 
for reporting and drawing funds: 97.030, 
Community Disaster Loans; 97.031, Cora 
Brown Fund Program; 97.032, Crisis 
Counseling; 97.033, Disaster Legal Services 
Program; 97.034, Disaster Unemployment 
Assistance (DUA); 97.046, Fire Management 
Assistance; 97.048, Individual and 
Household Housing; 97.049, Individual and 
Household Disaster Housing Operations; 
97.050 Individual and Household Program—
Other Needs, 97.036, Public Assistance 
Grants; 97.039, Hazard Mitigation Grant 
Program.)

Michael D. Brown, 
Under Secretary, Emergency Preparedness 
and Response, Department of Homeland 
Security.
[FR Doc. 04–16406 Filed 7–19–04; 8:45 am] 

BILLING CODE 9110–10–P
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